CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER for: 020702, S018

PHARMACOLOGY REVIEW(S)




NDA 20-702/5s018 Date of Review: August 20, 1999
Sponsor: Parke-Davis; Ann Arbor, Mi
DRUG Atorvastatin, Lipitor™
CATEGORY: Lipid lowering (HMG CoA reductase inhibitor)

PHARMACOLOGY REVIEW OF NDA SUPPLEMENT 20-702/5018
PHARMACOLOGY COMMENTS: There were no preclinical data submitted under supplement

#018. Therefore, no pharmacology review is necessary for this supplement. There were no
labeling changes made to the previously approved preclinical sections of the label.
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